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Appendix B 

Clean Copy of Pending Claims Without Markin 



as 



19 ' ^ C ° m P° sition wording to claim 21, wherein the recombinant 
AAV compnses a constitutive promoter. 



20. The composition according to claim 1 9, wherein the promoter is 
selected from the group cons IS ting of the cytomegalovirus immediate early promoter and 
the Rous sarcoma virus LTR promoter. 

21 - A composition comprising a recombinant adeno-associated virus 
(AAV) suspended in a biologically compatible carrier, 

wherein said recombinant AAV comprises (a) a 5' AAV inverted 
terminal repeat (ITR), (b) nucleic acid sequences encoding human apolipoprotein E 
(ApoE) operably linked to regulatory sequences which direct its expression, and (c) a 3 ' 
AAV ITR, and ' 

wherein, the recombinant AAV is at least as free of contacting 
adenov.al helper virus as is obtained by subjecting said recombinant AAV to four rounds 
of cesium chloride gradient centrifugation. 

22. The composition according to claim 21 , wherein said composition 
compnses at least 10 9 particles of recombinant AAV. 



23. The composition according to claim 21, wherein the composition 
compnses 2.5 x 10 10 to 5 x 10" genomes of recombinant AAV. 
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compnses5x 10 to5x 10" genomes of recombinant AAV. 

26. A method of delivering apoprotein E (ApoE) to a mammal with 
atherosclerosis, said method comprising the step of 

administering to the mammal a composition comprising a recombmant 
adeno-associated vims (AAV) suspended in a biologically compatible carrier, 

wherein said recombinant AAV comprises (a) a 5' AAV inverted 
termma, repeat (1TR), (b) nucleic acid seouences encoding human apoprotein E (ApoE, 
operably linked to regulatory seouences which direct expression thereof and (c) a 3- AAV 
ITR whereht the recombinant AAV is as free of contaminating adenoviral he,per vims as 
« obtamed by subject^ said recombinant AAV to four rounds of cesium chloride 
gradient centrifugation 

and wherein the ApoE in said composition is expressed in the 

mammal. 



27. The method according to claim 26, wherein said recombinant AAV is 
administered intramuscularly. 

28. The method according to claim 26, wherein said composition 
comprises at least 1 0 9 genomes of recombinant AAV. 

30. The method according to claim 26, further comprising the step of 
monitormg the mammal for expression of ApoE. 

31. A method of delivering apohpoprotein E (ApoE) to a mammal 
with atherosclerosis, said method comprising the step of 



-Appendix B-2- 



*.uu,_ ,0.10 zID-D<4G-3dl8 HUWbUN & HUWSDN PAGE 14/14 



administermo to the mam^i ^ 
~na* adeno-associated vi^lT r^ 011 ' 
earner intramuscuiariy, ' m 8 bi °'°^ <~le 

repeat (TTR) ^ 7""""™ ^ CMI,PriSeS ^ *™« 

u i kj, (b; nucleic acid seauences m-^,-, v 

W linked to r e gulatory se^ces II § " E ^ 

wherein the rAAV is at ]«iet *e ^ j- 
helper virus as is obtained bv k- ■ contaminating adenoviral 

us as is obtained by subjecting said recombinant AAVt.f 
chloride gradient centrifugation ^ ° f cesium 



mammal. 



and wherein the ApoE in said composite is expressed fa 



34. The method according to dai™ 3 1 „ i. ■ , 
^novira, helper vi™ is to ^ . £^ 3 £ *< ^ ° f — g 

35. The composition according to claim 21 , and wherein the levd of 
recombinant AAV to four rounds of cesium chloride centrifugation. 
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